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DETAILED ACTION 



Election/Restriction 
Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-15, drawn to method of making an acylated cyclodextrin inclusion 
complex, classified in class 514, subclass 58. 

II. Claims 1 6-23 and 84-90, drawn to acylated cyclodextrin inclusion complexes, 
classified in class 514, subclass 58. 

m. Claims 24-45 and 66-82, drawn to a composition comprising polymeric material 
and an acylated cyclodextrin inclusion complex, classified in classes 525 (non- 
pharmaceutical guest molecule); 424 (pharmaceutical guest molecule, ingestible 
product); 623 (pharmaceutical guest molecule, medical device), various 
subclasses. 

IV. Claims 46-48 and 83, drawn to a method of making a composition comprising 
polymeric material and comprising an acylated cyclodextrin inclusion complex, 
classified in class 523, subclass 200+. 
The inventions are distinct, each from the other because of the following reasons: 
Inventions I and H are related as process of making and product made. The inventions are 
distinct if either or both of the following can be shown: (1) that the process as claimed can be 
used to make other and materially different product or (2) that the product as claimed can be 
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made by another and materially different process (MPEP § 806.05(f)). In the instant case, 
UEKAMA et al (US 5,904,929 - submitted by Applicant) discloses the preparation of an acylated 
cyclodextrin mclusion complex comprising combining the CD and the guest molecule in ethanol 
followed by removal of solvent under reduced pressure. See example 13. 

The inventions are distinct, each from the other because of the following reasons: 
Inventions III and IV are related as process of making and product made. The inventions are 
distinct if either or both of the following can be shown: (1) that the process as claimed can be 
used to make other and materially different product or (2) that the product as claimed can be 
made by another and materially different process (MPEP § 806.05(f)). In the instant case, 
UEKAMA discloses the preparation of an acylated cyclodextrin inclusion complex as discussed 
above. The inclusion complex is thereafter combined with polymeric cellulose derivatives and 
tableted. 

Inventions II and HI are related as mutually exclusive species in an intennediate-fmal 
product relationship. Distinctness is proven for claims in this relationship if the intermediate 
product is useful to make other than the final product (MPEP § 806.04(b), 3rd paragraph), and 
the species are patentably distinct (MPEP § 806.04(h)). In the instant case, the intermediate 
product is deemed to be useful for preparing a liquid composition suitable for intravenous 
administration and the inventions are deemed patentably distinct since there is nothing on this 
record to show them to be obvious variants. 
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Inventions I and IV are processes for the production of patentably distinct inventions, as 
discussed above. 



The claims are generic to a plurality of disclosed patentably distinct species comprising 
the guest molecules. Applicant is required under 35 U.S.C. 121 to elect a single disclosed 
species, even though this requirement is traversed. 

If Group n is selected for prosecution, Applicant is required to select a particular species 
of guest molecule to begin the search. 

If Group III is selected for prosecution, Applicant is required to select between (1) 
pharmaceutical actives and (2) other molecules as the guest molecule. If (1) is selected, a further 
election of (A) medical device or (B) ingestible compositions is required. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
maybe used in a rejection under 35 U.S.C. 103(a) of the other invention. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 
CFR 1.143). 
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Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a request under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1.1 7(i). 

Examiner's hours, phone & fax numbers 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leigh Maier whose telephone number is (703) 308-4525. The examiner can 
normally be reached on Tuesday, Wednesday, or Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessftil, the examiner's supervisor Mr 
James 0. Wilson (703) 308-4624, may be contacted. The fax phone number for Group 1600 Art 
Unit 1 623 is (703) 308-4556 or 305-3592. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
1235 ^'^^^^ *^ Technology Center 1600 receptionist whose telephone number is (703) 308- 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable mformation including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. 
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